
167

SUBCHAPTER D—GRANTS

PART 50—POLICIES OF GENERAL
APPLICABILITY

Subpart A—Responsibility of PHS Awardee
and Applicant Institutions for Dealing
With and Reporting Possible Mis-
conduct in Science

Sec.
50.101 Applicability.
50.102 Definitions.
50.103 Assurance—Responsibilities of PHS

awardee and applicant institutions.
50.104 Reporting to the OSI.
50.105 Institutional compliance.
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Federally Assisted Family Planning Projects

50.201 Applicability.
50.202 Definitions.
50.203 Sterilization of a mentally competent

individual aged 21 or older.
50.204 Informed consent requirement.
50.205 Consent form requirements.
50.206 Sterilization of a mentally incom-

petent individual or of an institutional-
ized individual.

50.207 Sterilization by hysterectomy.
50.208 Program or project requirements.
50.209 Use of Federal financial assistance.
50.210 Review of regulation.

APPENDIX TO SUBPART B OF PART 50—RE-
QUIRED CONSENT FORM

Subpart C—Abortions and Related Med-
ical Services in Federally Assisted Pro-
grams of the Public Health Service

50.301 Applicability.
50.302 Definitions.
50.303 General rule.
50.304 Life of the mother would be endan-

gered.
50.305 [Reserved]
50.306 Rape and incest.
50.307 Documentation needed by programs

or projects.
50.308 Drugs and devices and termination of

ectopic pregnancies.
50.309 Recordkeeping requirements.
50.310 Confidentiality.

Subpart D—Public Health Service Grant
Appeals Procedure

50.401 What is the purpose of this subpart?
50.402 To what programs do these regula-

tions apply?
50.403 What is the policy basis for these pro-

cedures?

50.404 What disputes are covered by these
procedures?

50.405 What is the structure of review com-
mittees?

50.406 What are the steps in the process?

Subpart E—Maximum Allowable Cost for
Drugs

50.501 Applicability.
50.502 Definitions.
50.503 Policy.
50.504 Allowable cost of drugs.

Subpart F—Responsibility of Applicants for
Promoting Objectivity in Research for
Which PHS Funding Is Sought

50.601 Purpose.
50.602 Applicability.
50.603 Definitions.
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conflicting interests of investigators
50.605 Management of conflicting interests.
50.606 Remedies.
50.607 Other HHS regulations that apply.

AUTHORITY: Sec. 215, Public Health Service
Act, 58 Stat. 690 (42 U.S.C. 216); Sec. 1006,
Public Health Service Act, 84 Stat. 1507 (42
U.S.C. 300a–4), unless otherwise noted.

SOURCE: 43 FR 52165, Nov. 8, 1978, unless
otherwise noted.

Subpart A—Responsibility of PHS
Awardee and Applicant Insti-
tutions for Dealing With and
Reporting Possible Mis-
conduct in Science

AUTHORITY: Sec. 493, Public Health Service
Act, as amended, 99 Stat. 874–875 (42 U.S.C.
289b); Sec. 501(f), Public Health Service Act,
as amended, 102 Stat. 4213 (42 U.S.C. 290aa(f)).

SOURCE: 54 FR 32449, Aug. 8, 1989, unless
otherwise noted.

§ 50.101 Applicability.

This subpart applies to each entity
which applies for a research, research-
training, or research-related grant or
cooperative agreement under the Pub-
lic Health Service (PHS) Act. It re-
quires each such entity to establish
uniform policies and procedures for in-
vestigating and reporting instances of
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alleged or apparent misconduct involv-
ing research or research training, ap-
plications for support of research or re-
search training, or related research ac-
tivities that are supported with funds
made available under the PHS Act.
This subpart does not supersede and is
not intended to set up an alternative to
established procedures for resolving
fiscal improprieties, issues concerning
the ethical treatment of human or ani-
mal subjects, or criminal matters.

§ 50.102 Definitions.

As used in this subpart:
Act means the Public Health Service

Act, as amended, (42 U.S.C. 201 et seq.).
Inquiry means information gathering

and initial factfinding to determine
whether an allegation or apparent in-
stance of misconduct warrants an in-
vestigation.

Institution means the public or pri-
vate entity or organization (including
federal, state, and other agencies) that
is applying for financial assistance
from the PHS, e.g., grant or coopera-
tive agreements, including continu-
ation awards, whether competing or
noncompeting. The organization as-
sumes legal and financial account-
ability for the awarded funds and for
the performance of the supported ac-
tivities.

Investigation means the formal exam-
ination and evaluation of all relevant
facts to determine if misconduct has
occurred.

Misconduct or Misconduct in Science
means fabrication, falsification, plagia-
rism, or other practices that seriously
deviate from those that are commonly
accepted within the scientific commu-
nity for proposing, conducting, or re-
porting research. It does not include
honest error or honest differences in
interpretations or judgments of data.

OSI means the Office of Scientific In-
tegrity, a component of the Office of
the Director of the National Institutes
for Health (NIH), which oversees the
implementation of all PHS policies and
procedures related to scientific mis-
conduct; monitors the individual inves-
tigations into alleged or suspected sci-
entific misconduct conducted by insti-
tutions that receive PHS funds for bio-
medical or behavioral research projects

or programs; and conducts investiga-
tions as necessary.

OSIR means the Office of Scientific
Integrity Review, a component of the
Office of the Assistant Secretary for
Health, which is responsible for estab-
lishing overall PHS policies and proce-
dures for dealing with misconduct in
science, overseeing the activities of
PHS research agencies to ensure that
these policies and procedures are im-
plemented, and reviewing all final re-
ports of investigations to assure that
any findings and recommendations are
sufficiently documented. The OSIR
also makes final recommendations to
the Assistant Secretary for Health on
whether any sanctions should be im-
posed and, if so, what they should be in
any case where scientific misconduct
has been established.

PHS means the Public Health Serv-
ice, an operating division of the De-
partment of Health and Human Serv-
ices (HHS). References to PHS include
organizational units within the PHS
that have delegated authority to award
financial assistance to support sci-
entific activities, e.g., Bureaus, Insti-
tutes, Divisions, Centers or Offices.

Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved
may be delegated.

§ 50.103 Assurance—Responsibilities of
PHS awardee and applicant institu-
tions.

(a) Assurances. Each institution that
applies for or receives assistance under
the Act for any project or program
which involves the conduct of bio-
medical or behavioral research must
have an assurance satisfactory to the
Secretary that the applicant:

(1) Has established an administrative
process, that meets the requirements
of this Subpart, for reviewing, inves-
tigating, and reporting allegations of
misconduct in science in connection
with PHS-sponsored biomedical and be-
havioral research conducted at the ap-
plicant institution or sponsored by the
applicant; and

(2) Will comply with its own adminis-
trative process and the requirements of
this Subpart.
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